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Participant's Initials. ________ 

This is a clinical trial, a type ofresearch study. Your study doctor will explain the clinical trial 
to you. Clinical trials include only people who choose to take part. Please take your time to 
make your decision about taking part. You may discuss your decision with your friends and 
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I family. You can also discuss it with your health care team. If you have any questions, you can 
ask your study doctor for more explanation. 

I 
You are being asked to take part in this study because you have advanced non-small cell lung 

J cancer. 

1 Why is this study being done? I 
I 

The purpose of this study is to compare the effects, good andlor bad, of cetuximab on lung 
cancer. (7129109) 

How many people will take part in the study? 

About 1,546 people will take part in this study. 

What will happen if I take part in this research study? I
I 

Before you begin the study ... 

You may need to have the following exams, tests or procedures to find out if you can be in the 
study. These exams, tests or procedures are part of regular cancer care and may be done even if 
you do not join the study. If you have had some of them recently, they may not need to be 
repeated. This will be up to your study doctor. 

• 	 Physical exam 
• 	 Blood tests for blood counts, clotting time, electrolytes, kidney function, liver 

function 

• 	 Urine tests 
• 	 Brain CTIMRI 
• 	 Other scans 

• 	 EKG 

During the study ... 

If the exams, tests and procedures show that you can be in the study, and you choose to take part, 
then you may need the following tests and procedures. They are part of regular cancer care. 

• 	 Physical exam about once every 3 weeks 
• 	 Blood tests for blood counts, electrolytes, and kidney and liver function (about 

every 3 weeks) (7112110) 
• 	 Urine tests for kidney function before every other treatment with bevacizumab 

(no urine test is necessary for patients not taking bevacizumab) 
• 	 Other scans (about every 6 weeks) 
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You will need these tests and procedures that are part of regular cancer care. They are being I
I 	 done more often because you are in this study. (5/18/11) 

I • A tissue specimen from the biopsy or surgery used to diagnose your cancer plus 
blood specimens from preMtreatment, at Week 7 and when you stop treatment will 

i 	 be sent to a special laboratory for testing to see ifwe can predict who should 
receive cetuximab as a part of their treatment in the future. (5/18/11) The blood 
specimens will be taken at the same time that blood is taken for laboratory tests. 
Reports about research done with your specimens will not be given to you or 
your doctor. These reports will not be put in your health record. The research 
will not have an effect on your care. 

Treatment Plan 

You will be "randomized" to receive either chemotherapy without cetuximab or chemotherapy 
with cetuximab. Randomization means that you are put into a group by chance. A computer 

I program will place you in one of the study groups. Neither you nor your doctor can choose the 
group you will be in. You will have an equal chance of being placed in either group to receive 
cetuximab or not. (4/5/10) The decision about whether you will receive bevacizumab will be

I made by you and your doctor based on several considerations related to your health history. 

If you are in Group 1, you will have six threeMweek cycles of chemotherapy with paclitaxel, 
carboplatin and bevacizumab. All of these are given by IV (through your veins). You will 
receive the drugs once every 3 weeks. You will receive the paclitaxel over 3 hours. Right after 
that, you will receive the carboplatin over 30 minutes. Finally, one hour after that, you will 
receive the bevacizumab. The first time you receive bevacizumab, it will take about 90 minutes. 
Your doctor may be able to shorten this for future treatments if you tolerate it well. The table 
below may help explain the treatment plan. Total time to receive treatment in the first cycle will 
be about seven hours for all of the drugs. Later cycles may be a bit shorter. 

Drug Length of time M All Drugs are given by IV Frequency 
Paclitaxe1 Will take 3 hours. Every 3 

weeks 

i 
Carboplatin Will begin right after paclitaxel and take 30 minutes. Every 3 

weeks 
Bevacizumab Will begin 1 hour after carboplatin and take 90 Every 3 

minutes. (The time may be shortened if you tolerate it weeks 
well.) 

After these six cycles of chemotherapy, you will continue bevacizumab without the other drugs 
on the same schedule as before. 

If you are in Group 2, you will have six threeMweek cycles of chemotherapy with paclitaxel and 
carboplatin. These are given by IV (through your veins). You will receive the drugs once every 
3 weeks. You will receive the paclitaxel over 3 hours. Right after that, you will receive the 
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carboplatin over 30 minutes. The table below may help explain the treatment plan. Total time to 
receive treatment in the first cycle will be about three to four hours for both of the drugs. 

Drug Length of time - All Drugs are given by IV Frequency 
Paclitaxel Will take 3 hours. Every 3 

weeks 

Carboplatin Will begin right after paclitaxel and take 30 minutes. Every 3 
weeks 

Ifyou are in Group 3, you will have six three-week cycles of chemotherapy with cetuximab I 
paclitaxel, carboplatin and bevacizumab. All of these are given by IV (through your veins). You 
will receive cetuximab once per week and the other drugs once every 3 weeks. The cetuximab 
will take about one hour. After a one hour break, you will receive the paclitaxel over 3 hours. 
Right after that, you will receive the carboplatin over 30 minutes. Finally, one hour after that, 
you will receive the bevacizurnab. The first time you receive bevacizumab, it will take about 90 
minutes. Your doctor may be able to shorten this for future treatments if you tolerate it well. 
The table below may help explain the treatment plan. Total time to receive treatment in the first 
cycle will be nine hours for all of the drugs. Later cycles will take about seven hours to receive 
all of the drugs. 

Drug Length of time - All Drugs are given into a vein Frequency 
Cetuximab 1 hour (the first dose will take 2 hours) Once per week 

Paclitaxel Will begin 1 hour after cetuximab and take 3 hours. Every 3 weeks 

Carboplatin Will begin right after paclitaxel and take 30 minutes. Every 3 weeks 

Bevacizumab Will begin 1 hour after carboplatin and take 90 minutes. 
(The time may be shortened if you tolerate it well.) 

Every 3 weeks 

After these six cycles ofchemotherapy, you will continue bevacizumab and cetuximab without the 
other drugs on the same schedule as before. 

If you are in Group 4, you will have six three-week cycles of chemotherapy with cetuximab I 
paclitaxel and carboplatin. All of these are given by IV (through your veins). You will receive 
cetuximab once per week and the other drugs once every 3 weeks. The cetuximab will take 
about one hour. After a one hour break, you will receive the paclitaxel over 3 hours. Right after 
that, you will receive the carboplatin over 30 minutes. The table below may help explain the 
treatment plan. Total time to receive treatment in the first cycle will be five to six hours for all 
of the drugs. 

Drug Length of time - All Drugs are given into a vein Frequency 
Cetuximab 1 hour (the first dose will take 2 hours) Once per week 
Paclitaxel Will begin 1 hour after cetuximab and take 3 hours. Every 3 weeks 
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ICarboplatin IWill begin right after paclitaxel and take 30 minutes. IEvery 3 weeks 

After these six cycles of chemotherapy, you will continue cetuximab without the other drugs on 
the same schedule as before. 

For all patients copies ofall ofyour scans while you are in the study will be sent to a central 
location for review. This central review will be done for research purposes only. The result of 
the central review will not be sent back to you or your doctor. 

How long will I be in the study? 

If you are taking bevacizumab and/or cetuximab, you will be asked to take these study drugs as 
long as your disease does not get worse and the side effects are not too bad. If you are receiving 
carboplatin and paclitaxel, your treatment on the study will end after six cycles. After you are 
finished taking the study drugs, the study doctor will ask you to visit the office for follow-up 
exams every six weeks until your disease gets worse then every 3 months for the first year, and 
then every 6 months for up to 3 years. During these visits, many of the scans and lab tests that 
you had during the study treatment will be repeated. 

Can I stop being in the study? 

Yes. You can decide to stop at any time. Tell the study doctor if you are thinking about 
stopping or decide to stop. He or she will tell you how to stop safely. 

It is important to tell the study doctor ifyou are thinking about stopping so any risks from the 
study drugs can be evaluated by your doctor. Another reason to tell your doctor that you are 
thinking about stopping is to discuss what follow-up care and testing could be most helpful for 
you. 

The study doctor may stop you from taking part in this study at any time if he/she believes it is in 
your best interest, if you do not follow the study rules, or if the study is stopped. 

What side effects or risks can I expect from being in the study? 

You may have side effects while on the study. Everyone taking part in the study will be 
watched carefully for any side effects. However, doctors don't know all the side effects that 
may happen. Side effects may be mild or very serious. Your health care team may give you 
medicines to help lessen side effects. Many side effects go away soon after you stop taking 
the study drugs. In some cases, side effects can be serious, long lasting, or may never go 
away. There also is a risk of death. 

You should talk to your study doctor about any side effects that you have while taking part 
in the study. 
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Risks and side effects related to carboplatin and paclitaxel include those that are: 

Likely: (Occurring in greater than 20% ofpatients). 

• 	 Fatigue 
• 	 Lowered white blood count, which may increase risk of infection 
• 	 Lowered platelets, which may lead to an increase in bruising or bleeding 
• 	 Lowered red blood cells, which may lead to anemia, tiredness, or shortness of breath 
• 	 Loss of appetite and weight loss 
• 	 Complete hair loss 
• 	 Numbness, pain or tingling in fingers or toes 
• 	 Pain in muscles and joints 
• 	 Sores in mouth and throat (may result in difficulty swallowing), or on other parts of the 

body 
• 	 Changes in taste 
• 	 Nausea, vomiting, diarrhea, constipation and abdominal pain 
• 	 Weakness 
• 	 Fever with or without chills 

I • Headache 

Less likely: (Occurring in equal to or less than 20% ofpatients). 
• 	 Allergic reaction 
• 	 Increase in temperature 
• 	 Seizures 
• 	 Infection 
• 	 Vision problems 
• 	 Ringing in the ears and hearing loss (hearing loss usually reversible but occasionally 

does not improve) 

• 	 Dizziness 

Rare but serious: (Occurring in less than 3% ofpatients). 
• 	 Inflammation of the lung (interstitial lung disease). This could be life-threatening. 
• 	 Inflammation of the liver, liver failure, death of liver tissue 
• 	 Death of colon tissue 

Additional risks from bevacizumab: 

Likely: (Occurring in greater than 20% ofpatients).(section updated 08/2/10) 
• 	 High blood pressure 
• 	 Fatigue or tiredness 
• 	 Diarrhea 
• 	 Headache or head pain 
• 	 Nausea or the urge to vomit 
• 	 Vomiting1 

I 
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Less Likely: (Occurring in equal to or less than 20% ofpatients).(section updated 08/2/10) 
• 	 Bleeding in the vagina 
• 	 Bleeding in some organ(s) of the digestive tract 
• 	 Formation of a blood clot that plugs the blood vessel; blood clots may break loose 

and travel to another place, such as the lung 
• 	 Reaction that can occur during or following infusion of the drug. The reaction may 

include fever, chills, rash, low blood pressure, and difficulty breathing. 
• 	 Cough 
• 	 Hoarseness 
• 	 Infection 
• 	 Increased blood level of a pigment (bilirubin) often a sign of liver problems 
• 	 Lack of enough red blood cells (anemia) 
• 	 Fast heartbeat usually originating in an area located above the ventricles 
• 	 Feeling of spinning or whirling 
• 	 Belly pain 
• 	 Inflammation (swelling and redness) of the large bowel (colon) 
• 	 Constipation 
• 	 Heartburn 
• 	 Partial or complete blockage of the small and/or large bowel. Ileus is a functional 

rather than actual blockage of the bowel. 
• 	 Irritation or sores in tbe lining of the mouth 
• 	 Cbest pain not heart-related 
• 	 Pain 
• 	 Allergic reaction by your body to the drug product that can occur immediately or 

may be delayed. Tbe reaction may include hives, low blood pressure, wheezing, 
swelling of the throat, and difficulty breathing. 

• 	 Infection (collection of pus) around the rectum 
• 	 Premature opening of a wound along surgical stitches after surgery 
• 	 Increased blood level of a liver enzyme (AL T/SGPT) 
• 	 Increased blood level of a liver or bone enzyme (alkaline phosphatase) 
• 	 Increased blood level of a liver enzyme (AST/SGOT) 
• 	 Increased blood level of a heart muscle protein (troponin I) indicating damage to the 

heart muscle 
• 	 Decreased number of a type of white blood cell (neutrophil/granulocyte) 
• 	 Weight loss 
• 	 Decrease in total number ofwhite blood cells (leukocytes) 
• 	 Loss of appetite 
• 	 Joint pain 
• 	 Muscle Pain 
• 	 Dizziness (or sensation of light headed ness, unsteadiness, or giddiness) 
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• 	 Fainting 
• 	 Sudden decrease of kidney function 
• 	 Blood in the urine 
• 	 More protein leaking into the urine than usual, often a sign of kidney disease 
• 	 Shortness of breath 
• 	 Nose bleed 
• 	 Stuffy nose 
• 	 Itching 
• 	 Skin rash 
• 	 Hives 

Rare but serious: (Occurring in less than 3% o/patients). (section updated 08/2/10) 
• 	 Leakage from stomach due to breakdown of an anastomosis (surgical connection of 

two separate body structures 
• 	 Heart failure: inability of the heart to adequately pump blood to supply oxygen to 

the body 
• 	 Decrease in heart's ability to pump during the "active" phase of the heartbeat 

(systole) 
• 	 Heart attack caused by a blockage or decreased blood supply to the heart 
• 	 Irregular heartbeat resulting from an abnormality in one of the lower chambers of 

the heart (ventricle) 
• 	 Ventricular fibrillation: irregular heartbeat that involves the lower chambers of the 

heart (ventricles) that results in uncoordinated contraction ofthe heart; life 
threatening and potentially fatal, needing immediate attention 

• 	 Serious, life-threatening allergic reaction requiring immediate medical treatment by 
your doctor. The reaction may include extremely low blood pressure, swelling of 
the throat, difficulty breathing, and loss of consciousness 

• 	 Kidney failure 
• 	 Abnormal hole between the lower breathing tube and the body cavity that 


surrounds the lungs 

• 	 Hole in the wall that separates the nostrils of the nose 
• 	 Abnormal hole between part of the urinary system and another organ or tissue 
• 	 Abnormal changes in the brain that can cause a collection of symptoms incl!!,ding 

headache, confusion, seizures, and vision loss associated with MRI imaging findings 
(RPLs) 

• 	 Damage of or clots in small blood vessels in the kidney that can cause complications, 
some of which are serious including abnormal destruction of red blood cells 
(hemolysis) or platelets (that help to clot blood) and kidney failure 

• 	 Collection of signs and symptoms that indicate sudden heart disease in which the 
heart does not get enough oxygen. Sudden symptoms such as chest pain, shortness of 
breath, or fainting could indicate heart disease and should be reported right away. 
Signs such as abnormal EKG and blood tests can confirm damage to the heart. 

j 
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• 	 Gastrointestinal fistula: Abnormal hole between an organ of the digestive tract and 
another organ or tissue 

• 	 Gastrointestinal perforation: A tear or hole in the stomach or gut that can lead to 
serious complications and may require surgery to repair 

• 	 Sore (ulcer) somewhere in the digestive tract 
• 	 Bleeding in the brain 
• 	 Stroke caused by decreased blood flow to the brain 
• 	 A condition in which the kidneys leak a large amount of protein into the urine that 

can cause complications including swelling and kidney failure 
• 	 Abnormal hole between the vagina and another organ or tissue 
• 	 Bleeding from the lungs 
• 	 Blockage or narrowing of a blood vessel (artery) that can cause damage or loss of 

function including a heart attack or stroke 
• 	 Abnormal hole between the breathing tube (windpipe) and the tube that goes from 

mouth to stomach through which food passes (esophagus). This is life-threatening 
and potentially fatal. 

Risks and side effects related to cetuximab include those that are: 

Likely: (Occurring in greater than 20%. of patients). (section updated 6/7/10) 
• 	 Acne 
• 	 Diarrhea 
• 	 Nausea or the urge to vomit 

I 	 • Fatigue or tiredness 
• 	 Fever 
• 	 Headache or head pain 
• 	 Dry skin 
• 	 Skin rash with the presence of macules (flat discolored area) and papules (raised 

bump) 

• 	 Less likely: (Occurring in equal to or less than 20% o/patients)(section updated 617110) 
• 	 Lack of enough red blood cells (anemia) 

I 	
• Inflammation (swelling and redness) of the skin of outer ear and canal 
• 	 Noise in the ears, such as ringing, buzzing, roaring, clicking 
• 	 Inflammation (swelling and redness) ofthe conjunctiva (the outermost layer ofthe eye 

and the inner surface of the eyelids). Commonly called "pink eye". 
• 	 Dry eye 
• 	 Inflammation (swelling and redness) ofthe middle layer of the eye (uvea) 
• 	 Excessive tearing in the eyes 
• 	 Belly pain 
• 	 Inflammation (swelling and redness) ofthe lip 
• 	 Constipation 
• 	 Drymouth 
• 	 Heartburn 
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• 	 Irritation or sores in the lining of the mouth 
• 	 Vomiting 
• 	 Chills 
• 	 Swelling of the arms and/or legs 
• 	 Flu-type symptoms (including body aches, fever, chills, tiredness, loss of appetite, 

cough) 
• 	 Reaction that can occur during or following infusion of the drug. The reaction may 

include fever, chills, rash, low blood pressure, and difficulty breathing. 
• 	 Chest pain not heart-related 
• 	 Allergic reaction by your body to the drug product that can occur immediately or may 

be delayed. The reaction may include hives, low blood pressure, wheezing, swelling of 
the throat, and difficulty breathing. 

• 	 Infection 
• 	 Decreased number of a type of white blood cell (neutrophil/granulocyte) 
• 	 Weight loss 
• 	 Decrease in the total number of white blood cells (leukocytes) 
• 	 Loss of appetite 
• 	 Dehydration (when your body does not have as much water and fluid as it should) 
• 	 Decreased blood level of calcium 
• 	 Decreased blood level of magnesium 
• 	 Joint pain 
• 	 Backpain 
• 	 Muscle pain 
• 	 Fainting 
• 	 Stuffy or runny nose, sneezing 
• 	 Sudden constriction of the small airways of the lung that can cause wheezing and 

shortness of breath 

• 	 Cough 
• 	 Shortness of breath 
• 	 Hoarseness 
• 	 Hair loss 
• 	 Loss of some or all of the finger or toenails 
• 	 Increased skin sensitivity to sunlight 
• 	 Itching 
• 	 Area of bleeding within the skin causing a reddish purple discoloration 
• 	 Sore or destruction of skin 
• 	 Hives 
• 	 Low blood pressure 
• 	 Formation of a blood clot that plugs the blood vessel; blood clots may break loose and 

travel to another place, such as the lung 

Rare but Serious: (Occurring in less than 3% ofpatients)(section updated 6/7/10) 
• 	 Inflammation of the lining of the brain and spinal cord 
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• 	 Serious, life-threatening allergic reaction requiring immediate medical treatment by 
your doctor. The reaction may include extremely low blood pressure, swelling of the 
throat, difficulty breathing, and loss of consciousness. 

• 	 Inflammation of the lungs that may cause difficulty breathing and can be life­
threatening 

• 	 Fluid build-up in the lungs that is not due to a heart problem that can be life­
threatening 

• 	 Swelling and redness of the skin on the palms of the hands and soles of the feet 
Additional risk information for protocols involving chemotherapy and cetuximab in 
patients with advanced NSCLC (section added 6/7/10) 

• 	 In clinical trials involving patients with advanced, non-small cell lung cancer, the 
combination of cetuximab and chemotherapy may increase the risk of life­
threatening complications, some of which may be fatal, in elderly patients (65 
years old or more), particularly those with pre-existing cardiac disease. 

Reproductive risks: You should not become pregnant or father a baby while on this study 
because the drugs in this study can affect an unborn baby. Women should not breastfeed a 
baby while on this study. It is important you understand that you need to use birth control 
while on this study and for 6 months after your last dose of bevacizumab or for 3 months 
after your last dose of cetuximab (whichever is later). Check with your study doctor about 
what kind of birth control methods to use and how long to use them. Some methods might 
not be approved for use in this study. 

For more information about risks and side effects, ask your study doctor. 

Are there benefits to taking part in the study? 

Taking part in this study mayor may not make your health better. While doctors hope 
that this treatment will be more useful against cancer compared to the usual treatment, 
there is no proof of this yet. We do know that the information from this study will help 
doctors learn more about these drugs as a treatment for cancer. This information could 
help future cancer patients. 

What other choices do I have if I do not take part in this study? 

Your other choices may include: 
• 	 Getting treatment or care for your cancer without being in a study 
• 	 Taking part in another study 
• 	 Getting no treatment 
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• 	 Getting comfort care, also called palliative care. This type of care helps reduce 
pain, tiredness, appetite problems and other problems caused by the cancer. It does 
not treat the cancer directly, but instead tries to improve how you feel. Comfort 
care tries to keep you as active and comfortable as possible. 

Talk to your doctor about your choices before you decide if you will take part in this study. 

Will my medical information be kept private? 

We will do our best to make sure that the personal information in your medical record will be 
kept private. However, we cannot guarantee total privacy. Your personal information may be 
given out if required by law. If information from this study is published or presented at scientific 
meetings, your name and other personal information will not be used. 

Organizations that may look at and/or copy your medical records for research, quality assurance, 
and data analysis include: 

• 	 The Southwest Oncology Group 
• 	 Qualified representatives ofBristol Myers Squibb and ImClone (7/29/09) 
• 	 The National Cancer Institute (NCI) and other government agencies, like the Food and 

Drug Administration (FDA), involved in keeping research safe for people 
• 	 The Cancer Trials Support Unit (CTSU), a service sponsored by the National Cancer 

Institute (NCI) to provide greater access to cancer trials. 
• 	 NCI CIRB (National Cancer Institute Central Institutional Review Board); and, 
• 	 Liberty IRB (Institutional Review Board), 

In addition to signing this consent, you will sign a separate Authorization (Permission) to Use 
or Disclose (Release) Identification Health Information for Research (HIPPA) consent. 

What are the costs of taking part in this study? 

You and/or your health plan! insurance company will need to pay for some or all of the costs of 
treating your cancer in this study. Some health plans will not pay these costs for people taking 
part in studies. Check with your health plan or insurance company to find out what they will pay 
for. Taking part in this study mayor may not cost your insurance company more than the cost of 
getting regular cancer treatment. 

Administration of the drug will be charged in the usual way. The parts of the research consisting 
ofkeeping research records will be paid by those organizing and conducting the research. The 
research requires that you receive certain standard medical tests and examinations. These 
standard tests and examinations will be charged in the usual way. 
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Bristol Myers Squibb/ImClone will provide you with cetuximab free ofcharge while you are 
participating in this study. (7129109) 

Carboplatin, bevacizumab and paclitaxel are commercially available. 

You will not be paid for taking part in this study. 

For more information on clinical trials and insurance coverage, you can visit the National Cancer 
Institute's Web site at http://cancer.gov/clinicaltrials/understanding/insurance-coverage . You 
can print a copy of the "Clinical Trials and Insurance Coverage" information from this Web site. 

Another way to get the information is to call1-800-4-CANCER (1-800-422-6237) and ask them 
to send you a free copy. 

What happens if I am injured because I took part in this study? 

It is important that you tell your study doctor, , ifyou feel that 
you have been injured because of taking part in this study. You can tell the doctor in person or 
call him/her at (386)254-4212 (24 hour number). 

You will get medical treatment if you are injured as a result of taking part in this study. You 
and/or your health plan will be charged for this treatment. The study will not pay for medical 
treatment. 

What are my rights if I take part in this study? 

Taking part in this study is your choice. You may choose either to take part or not to take part in 
the study. If you decide to take part in this study, you may leave the study at any time. No 
matter what decision you make, there will be no penalty to you and you will not lose any of your 
regular benefits. 

Leaving the study will not affect your medical care. You can still get your medical care from our 
institution. 

A Data and Safety Monitoring Board, an independent group ofexperts, will be reviewing the 
data from this research throughout the study. We will tell you about important new information 
from this or other studies that may affect your health, welfare, or willingness to stay on this 
study. 

In the case of injury resulting from this study, you do not lose any ofyour legal rights to seek 
payment by signing this form. 
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Who can answer my questions about the study? 

You can talk to Dr. Deveras, the Principal Investigator overseeing the study at Halifax Health, your 

study doctor or the study coordinator about any questions or concerns you have about this study. 

You can contact them at: 


Halifax Health 

Center for Oncology 


303 N. Clyde Morris Blvd. 

Daytona Beach, FL 32114 


(386) 254-4212 (24-Hour Number) 


Ifyou have any questions about your rights as a participant in this research study, you can contact 
Liberty IRB, Inc. 

1450 S. Woodland Blvd. Suite 300A 
DeLand, Florida 32720 

(386) 740-9278 (Business Hours) 

The Liberty Institutional Review Board (IRB) approves research conducted at Halifax Health and is 
a committee that has reviewed this research study to help ensure that your rights and welfare as a 
research participant are protected and that the research study is carried out in an ethical manner. 

You may also call the Operations Office of the NCI Central Institution Review Board (CIRB) at 
888-657-3711 (from the Continental US only). ["'Only applies to sites using the CIRB.] 

Please note: This section of the informed consent form is about additional research 
studies that are being done with people who are taking part in the main study. You 
may take part in these additional studies ifyou want to. You can still be a part of the 
main study even ifyou say 'no' to taking part in any of these additional studies. 

You can say "yes" or "no" to each of the following studies. Please mark your choice 
for each study. 

1. Future Contact 

I agree to allow my study doctor, or someone approved by my study doctor, to contact me 
regarding future research involving my participation in this study. 

Yes No Participant's Initials ___ 
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2. Storage and Use of Specimens for Future, Unspecified Research 

This study requires submission of tissue from the biopsy (or surgery) used to diagnose lung 
cancer. 

It also requires submission of blood specimens at pre-treatment, at 5 weeks after starting 
treatment and at the end of treatment. This will be used for special testing as outlined earlier. 

Your specimens will be kept at: 	 University of Colorado HSC at Fitzsimons 
Department ofPathology 
RC-l South, Room L18-5400A 
12801 East 17th Avenue 
Aurora, CO 80010 

We would like to keep some ofthe specimens that are left over for future research. If you agree, 
these specimens will be kept and may be used in research to learn more about cancer and other 
diseases. Please read the information sheet called "How are Specimens Used for Research" to 
learn more about tissue research. 

The research that may be done with your specimens is not designed specifically to help you. It 
might help people who have cancer and other diseases in the future. 

Reports about research done with your specimens will not be given to you or your doctor. These 
reports will not be put in your health record. The research will not have an effect on your care. 

Things to Think About 

The choice to let us keep the leftover specimens for future research is up to you. No matter what 
you decide to do, it will not affect your care. 

If you decide now that your specimens can be kept for research, you can change your mind at 
any time. Just contact us and let us know that you do not want us to use your specimens. Then 
any specimens that remains will no longer be used for research. 

In the future, people who do research may need to know more about your health. While the 
Southwest Oncology Group may give them reports about your health, it will not give them your 
name, address, phone number, or any other information that will let the researchers know who 
you are. 

Sometimes specimens are used for genetic research (about diseases that are passed on in 
families). Even if your specimens are used for this kind of research, the results will not be put in 
your health records. 

Your specimens will be used only for research and will not be sold. The research done with your 
specimens may help to develop new products in the future. 
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Benefits 

The benefits of research using specimens include learning more about what causes cancer and 
other diseases, how to prevent them, and how to treat them. 

Risks 

The greatest risk to you is the release ofinfonnation from your health records. We will do our 
best to make sure that your personal infonnation will be kept private. The chance that this 
infonnation will be given to someone else is very small. 

Making Your Choice 

Please read each sentence below and think about your choice. After reading each sentence, circle 
"Yes" or "No." If you have any questions, please talk to your doctor or nurse, or call our 
research review board at IRB's phone number. 

No matter what you decide to do, it will not affect your care. 

1. 	 My specimens may be kept for use in research to learn about, prevent, treat or cure 
cancer. 

Yes No Participant's Initials 

2. 	 My specimens may be kept for use in research about other health problems (for 
example: diabetes, Alzheimer's disease, or heart disease). 

Yes No Participant's Initials 

3. 	 Someone may contact me in the future to ask me to allow other uses of my 
specimens. 

Yes No Participant's Initials 

Ifyou decide to withdraw your specimens from a Southwest Oncology Group Specimen 
Repository in the future, a written withdrawal of consent should be submitted through 
your study doctor to the Southwest Oncology Group Operations Office. Please designate in 
the written withdrawal whether you would prefer to have the specimens destroyed or 
returned to the study doctor. 

Where can I get more information? 

You may call the National Cancer Institute's Cancer Infonnation Service at: 

1-800-4-CANCER (1-800-422-6237) or TTY: 1-800-332-8615 

You may also visit the NCI Web site at http://cancer.gov/ 
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• For NCI's clinical trials information, go to: http://cancer.gov/clinicaltrials/ 

• For NCI's general information about cancer, go to http://cancer.gov/cancerinfo/ 

You will get a copy of this form. If you want more information about this study, ask your study 
doctor. 
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Signature 
I have been given a copy of all 20 pages of this form. I have read it or it has been read to me. I 
understand the information and have had my questions answered. I agree to take part in this 
study. 

Participant ___________________ 

Date 

By signing this document, you are confirming that: 

• 	 Your concerns and questions about this research study have been answered to your 

satisfaction 


• 	 You agree to be a part of this study 

• 	 You have received your own signed, dated and timed copy of this document 

• 	 You understand that your participation in the study is voluntary and that you are free to 
withdraw at any time, without giving any reason, and without your medical care or legal 
rights being affected. 

Participant's Printed Name 

Participant's Signature 	 Date Time 

Printed Name of Person Conducting Informed Consent Discussion 

Signature of Person Date Time 
Conducting Informed Consent Discussion 

Physician's Printed Name 

Physician's Signature 	 Date Time 
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How are Specimens Used for Research? 

Where do specimens come from? 

A specimen may be from a blood sample or from bone marrow, skin, toenails or other body materials. People 
who are trained to handle specimens and protect donors' rights make sure that the highest standards of 
quality control are followed by the Southwest Oncology Group. Your doctor does not work for the Southwest 
Oncology Group. but has agreed to help collect specimens from many patients. Many doctors across the 
country are helping in the same way. 

Why do people do research with specimens? 

Research with specimens can help to find out more about what causes cancer, how to prevent it, how to treat 
it, and how to cure it. Research using specimens can also answer other health questions. Some of these 
include finding the causes of diabetes and heart disease, or finding genetic links to Alzheimer's. 

What type of research will be done with my specimen? 

Many different kinds of studies use specimens. Some researchers may develop new tests to find diseases. 
Others may develop new ways to treat or even cure diseases. In the future, some of the research may help 
to develop new products, such as tests and drugs. Some research looks at diseases that are passed on in 
families (called genetic research). Research done with your specimen may look for genetic causes and signs 
of disease. 

How do researchers get the specimen? 

Researchers from universities. hospitals, and other health organizations conduct research using specimens. 
They contact the Southwest Oncology Group and request samples for their studies. The Southwest Oncology 
Group reviews the way that these studies will be done. and decides if any of the samples can be used. The 
Southwest Oncology Group gets the specimen and information about you from your hospital, and sends the 
specimen samples and some information about you to the researcher. The Southwest Oncology Group will 
not send your name, address, phone number. social security number or any other identifying information to 
the researcher. 

Willi find out the results of the research using my specimen? 

You will not receive the results of research done with your specimen. This is because research can take a 
long time and must use specimen samples from many people before results are known. Results from 
research using your specimen may not be ready for many years and will not affect your care right now, but 
they may be helpful to people like you in the future. 

Why do you need information from my health records? 

In order to do research with your specimen, researchers may need to know some things about you. (For 
example: Are you male or female? What is your race or ethnic group? How old are you? Have you ever 
smoked?) This helps researchers answer questions about diseases. The information that will be given to the 
researcher may include your age. sex, race, diagnosis, treatments and family history. This information is 
collected by your hospital from your health record and sent to the Southwest Oncology Group. If more 
information is needed, the Southwest Oncology Group will send it to the researcher. 

Will my name be attached to the records that are given to the researcher? 

No. Your name, address, phone number and anything else that could identify you will be removed before 
they go the researcher. The researcher will not know who you are. 

I 
t-
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How could the records be used in ways that might be harmful to me? 

Sometimes, health records have been used against patients and their families. For example, insurance 
companies may deny a patient insurance or employers may not hire someone with a certain illness (such as 
AIDS or cancer). The results of genetic research may not apply only to you, but to your family members too. 
For disease caused by gene changes, the information in one person's health record could be used against 
family members. 

How am I protected? 

The Southwest Oncology Group is in charge of making sure that information about you is kept private. The 
Southwest Oncology Group will take careful steps to prevent misuse of records. Your name, address, phone 
number and any other identifying information will be taken off anything associated with your specimen before 
it is given to the researcher. This would make it very difficult for any research results to be linked to you or 
your family. Also, people outside the research process will not have access to results about anyone person 
which will help to protect your privacy. 

What if I have more questions? 

You can talk to Dr. Deveras, the Principal Investigator overseeing the study at Halifax Health, your 
study doctor or the study coordinator about any questions or concerns you have about this study. 
You can contact them at: 

Halifax Health 

Center for Oncology 


303 N. Clyde Morris Blvd. 

Daytona Beach, FL 32114 


(386) 254-4212 (24-Hour Number) 

If you have any questions about your rights as a participant in this research study, you can contact 
Liberty IRB, Inc. 


1450 S. Woodland Blvd. Suite 300A 

DeLand, Florida 32720 


(386) 740-9278 (Business Hours) 

The Liberty Institutional Review Board (IRB) approves research conducted at Halifax Health and is 
a committee that has reviewed this research study to help ensure that your rights and welfare as a 
research participant are protected and that the research study is carried out in an ethical manner. 

*You may also call the Operations Office of the NCI Central Institutional Review Board (CIRB) at 
888-657 -3711 (from the continental US only). 
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